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: WNE £ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
et WASHINGTON. D.C. 20460

OFFICE OF PREVENTION,
PLESTICIDES AND TOXIC
SUBSTANCES
Tly

Bk 15

MEMORANDUM

. SUBJECT: BPPD Review of Storage Stabihty Data to Support EPA Reg. Na. Former 7501
161 (Gustafson [LLC), Present 264-985 Submitted by Bayer, which contains
Bacillus pumilus GB34 (Data Package No.: 311086, MRID No.: 46379701).

(PM-90), Regulatory Action Leader

Annpe Ball
Biopesticides and

Microbial Pesticides Branch.
Pollution Prevention Division {7511
,ﬂ _ﬁ_J

FROM: Car! Etsittv, M.S., Microbiclogzst T
,L ‘“

Microbial Pesticides Branch. P-lopeq 1;_1d=:s and

Pollution Prevention Diviston (75110)
(\\ ! ¢ (

THROUGH: John L. Kough, PH.D., Senior Scientist, fi‘b LA~ (\\4 LAY 4\
Microbial Festicides B*amn Bluputwidué and - \

l Poliution Prevention Division (75311(C) /f

ACTION REQUESTED: Review of the submitted data for sicrage stability to determine the
adequacy ¢ data to support File Numbers 264-985, containing Bacillus pumilus (GB34, as the

TO:

active ingredient,
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BACKGROUND: In the imual subnussion. Encere Technologics, L1U momoranaa:
Environmental Protection Agency, Subject GB34. File Numbers 7301-ROEF & 7500k
Amendment to the Manufacturing Process dated October 31, 2002 Encore Technotogies 1
requested the manufacturing process 1o be kept confidenual from the applicant. Gusiafson
response to additional data or jusuification was needed o support Gustafson LL{
application File Numbers 7501-ROE and T301-ROR which comamns Bucilfus pumie 2583 s
active mgredient (Memo dated October 15 2002, Etsity to Bally,

CONCLUSION: The subnussion packet contains adequate storage stahility daw o0 e
Technical product. There were minor deviations 1o the protocol, but enough to impact the s

supplemental data has been reguested. and subjected to SUPPLEMENTARY status pendipe roan iy
of what media 15 used on each of the Certificate of Analysis report.

DATA REVIEW RECORD

Active Ingredient: Bacillus pumiius ¢GB34 Technical)

Product Name:  GR34 Concentrate

Company Name:  Gustafson Seed Technology Center

1D No: G7R01-197

Chenncal No o 6403

Subnussion No - S6(6328

DP Barcode: 27024y

MRID No: 46103301 Storage Stability (OPPTS 830.6317)

SUMMARY OF DATA SUBMITTED:

463797-01: The Corroston Charactleristics and Storage Stability of GB 34 Concentraie bag &«
Product
(GB 34 Concentrate containing Bacilius pumilus GB 34 stored under ambient conditions
either in glass or fiber wood container, was inoculated onio artificial growth media at =
time periods (study initiation, 3. 6, 12, 24 and 36 mon). No conststent downward growih
trends were observed over the 3-year period. The test substance appeared to be stablc.
CLASSIFICATION: Supplemental but up gradable to Acceptable with o clarification what media
1s utilized to observed CFUs, on Certificate of Analvsis.
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Study Tvpe: Storage Stability (OPPTS 830.6317)

Test Material: GB 34 Concentrate

Project No: PC/00-00558

Sponsor: Gustafson I.L.C, Plano, TX

Testing Facility: Gustafson R&D Center, McKinney, TX

Title of Report: The Corrosion Characteristics and Storage Stability of GB 34 Concentrate
End Use Product (OPPTS 83C.6517}

Author(s): Pat McFadden Bates

Study Completed September 27, 2004

Good Lab. Pracuee: Compliant with deviation described.

Classification: Acceptabic

MRID Nex 463797-01 The Corros.on Characteristics and Storage Siabilioy of GB 34
Concentrate End Use Product.

i. MATERIAL S AND METHODS

A MATERIALS:

i Test matenal: GB 34 Concentrate stram of dried Bacillus pumilis (GB34 technical)
Description: Beige to off-white free-flowing powder
Source: Gustafson Seed Technology Center, McKinney, TX
Lot Nos. PC/OG-005M

Compaosition (Punity): not provided in report
Date f Production not provided in the report

2. Growth Media /Source:
Tryptic Sov Agar, or Potato Dextrose Agar, Ihfo, for bacteria - SOP# 6.22 Enumeration of
Microorganisms by Dilution Plate Counts;
or Potato Dextrose Agar, Difo, for fungi - SOP# 6.22

B STUDRY DESIGN AND METHODS

The study is being carried out over a 3-year period. During that time, the test substance is being
tested for stability by determining bacterial colony at six tume points: at the study initiation,
and follewing storapge under ambient conditions (1.e.. glass and fiber board container) for 3, 6,
12, 24 and 36 months.

The media sterilized as according to SOP 6.22 Preparation of Plating Medium. The contents
of the container (test substance} were weighed or measured by volume either to 0.1 = 0.02 g
for powders, 9.1 + G.05 mL for liguids uito 16 x ' 25 mm dilution bottles containing either 9.9
mbL £ 0.0 vl or 8.0 ml £ 0.05 mL saline water. After appropriate amount of surmple added,
the selu o s mixed for 3¢ sec. or until homogeneous. [t can be further diluted 10 10

Colonies “were counted from appropriate serial dilutions and mean titers determined based on
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MRID 454552-01 Storage Stabillty

plates. The microbial titers were expressed as colony forming units per gram of test subsiance
(ctu/g).

II RESULTS AND DISCUSSION:

A TEST MEDIA GROWTH

Viabilitv ot GB 34 Concentrate on Tryptic Sov Apar and Potato Dextrose Agar throughour the
3-vear test interval raneed from 1.2 x 10° cfivg 10 9.9 % 10° cfw/g for plass container; and. | 2
10° cfivg to 7.5 x 10° cfwg in fiber board container.

No statistical analyses were performed: however, overall, the test substance appears 1o e

stable under ambient conditions. Titers fluctuated over the 3-vear period bu}’ Q0 apparent oy
reduction on the medium. e
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*

MRID 454552-01 Storage Stabllity

Table 1. Stability Data for GB 34 Concentrate
(from Tables 1 of the report)

Time }' Analvsis Date (7lass Container | Fiber Board Container
Omon 08/22/00 72x10cfug | NA

3 mon 12/06/00 1.9% 1¢° cfug r 3.3x 10 cfi/g
6mon | 02/26/01 I 29x10° crug 16 x 10° cfwg
12 mon 08/22/01 24 % 107 cfuig 1.4 x 10° cfwg
24 mon 08/19/02 9.9 x 107 cfu/g 7.5x% 10° chwg
36 mon 7 10/06/03 1.2 x 10° cfu/g ! 7.5 x 10% cfuie

*Samples enalvees cocording 1o Gustafion SOP 022
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Chemical: BaciHus pumilus GB34

PC Code:
006493
HED File Code: 41500 BPPD Tox/Chem
Memg Date:  7/15/2005
File ID: DPD279249
Accession #:  000-00-9002

HED Records Reference Center
6/28/2007



